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Applicant argues, with respect to the new matter rejection, that the language in paragraph 
[152] provides support for the amendatory language. While this passage does provide support 
for sealing the opening in the septum and creating a channel in the surface of the heart chamber, 
the examiner must note, however, that this cited passage makes no mention of "supportively 
engaging the medicament delivery catheter with the atrial septum" as claimed in claim 36. Thus 
the rejection under 35 USC 112, first paragraph has been maintained. 

The indefiniteness rejections have been rendered moot. 

Applicant argues that Flaherty et al does not anticipate the claims to which it ha been 
applied. The examiner must respectfully disagree. See, for example, Figure 6 and column 13, 
line 19 to column 14, line 26. The balloon of Flaherty et al clearly performs a sealing function, 
as it pushes against the tissue to distend it. Thus it is unclear how applicant can assert that the 
balloon does not seal the tissue when pressure is applied thereto by the balloon. The mere fact 
that medicament can leak out slowly does not prevent the balloon from maintaining pressure. 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

The amendment filed September 2, 2005 is objected to under 35 U.S.C. 132(a) because it 
introduces new matter into the disclosure. 35 U.S.C. 132(a) states that no amendment shall 
introduce new matter into the disclosure of the invention. The added material which is not 
supported by the original disclosure is as follows: "supportively engaging the medicament 
delivery catheter with the atrial septum at the opening ..." 

Claim 36-38 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter which was not 
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described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. The originally filed disclosure and the disclosure or amended is silent on 
"supportively engaging the medicament delivery catheter with the atrial septum at the opening 
and sealing the opening. . ." 

Claims 36-38 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. In claim 36 "the right atrium" and "the chamber of the heart" both lack positive 
antecedent basis. In claim 45 "the circulatory system"; "the right atrium"; "the atrial septum"; 
"the opening"; "the chamber"; "the heart"; and "the deployable tissue stabilizer" all lack 
positive antecedent basis. 

Claims 42-44 are rejected under 35 U.S.C. 102(e) as being clearly anticipated by Flaherty 

et al. 

Claims 36-38 are rejected under 35 U.S.C. 103(a) as being unpatentable over Flaherty et 
al in combination with Jenkins et al, Cox et al, and Kalloo et al. Flaherty et al teach a method of 
myocardial drug delivery. Jenkins et al teach a method of crossing the septum as claimed 
(column 1, line 20 to column 2, line 54). Cox et al teach the use of means to seal the tissue 
around an internal chamber ablation device to prevent bleeding when working on a bleeding 
heart. Kalloo et al teach the use of a dual balloon stabilizing means to aid in the placement of a 
surgical device. It would have been obvious to the artisan of ordinary skill to, in order to access 
the myocardium transvenusly, to employ the method of Jenkins et al, since Flaherty et al teach 
no details of the transvenous placement method; and in order to wedge the probes as in the 
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method of Jenkens et al, to employ the balloons of Kalloo et al, since this would both stabilize 
the devices as well as seal the opening, which is desirable, since this prevents bleeding when the 
procedure is performed on a beating heart, as taught by Cox et al, thus producing a device and 
method such as claimed. 

Claims 39 and 40 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Flaherty et al in combination with Jenkins et al, and Mueller ('523). The teachings of Flaherty et 
al and Jenkins et al and the motivations for combination thereof are substantially as set forth 
above. Mueller ('523) teach sealing to the cardiac tissue using a vacuum port before creating a 
channel in the tissue. It would have been obvious to the artisan of ordinary skill to employ the 
combined drug injection of method of Flaherty et al and Jenkins et al in the method of Mueller 
('523) since this is desirable to help maintain the channels, as taught by Flaherty et al, thus 
producing a method such as claimed. 

Claims 41 is rejected under 35 U.S.C. 103(a) as being unpatentable over Flaherty et al in 
combination with Jenkins et al, and Mueller ('523) as applied to claims 39 and 40 above, and 
further in view of Jeevanandam et al. Jeevanandam et al teach the use of multiple vacuum ports 
to secure a channel-forming device to the cardiac wall so as to form chambers therein. It would 
have been obvious to the artisan of ordinary skill to provide multiple ports, as taught by 
Jeevanandam et al, since this provides secure fixation and to provide four ports, since the number 
of ports can be varied as desired, as taught by Jeevanandam et al, thus producing a method such 
as claimed. 

Applicant's arguments filed March 30, 2005 have been fully considered but they are not 
persuasive. The arguments are not persuasive for the reasons set forth above. 
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Applicant's arguments with respect to claims 36-41 have been considered but are moot in 
view of the new ground(s) of rejection. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to david shay whose telephone number is (571) 272-4773. The 
examiner can normally be reached on Tuesday through Friday from 6:30 a.m. to 5:00 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor, II, can be reached on Monday, Tuesday, Wednesday, Thursday, and 
Friday. The fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov . Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




DAVID M. SHAY 
PRIMARY EXAMINER 
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